K (L1227

Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

MAY 13 200

510(k) Summary of Safety and Effectiveness
Prepared in accordance with 21 CFR Part 807.92

Section a):
1. Submitter: Aloka Co., Ltd., 10 Fairfield Boulevard, Wallingford, CT 06492

Contact Person:  Richard J. Cehovsky, RA/QA Mngr.,
Tel: (203)269-5088 Ext. 346, Fax: 203-269-6075

Date Prepared: 2/17/11

2. Device Name; Aloka SSD-3500 Ver. 7.8 Diagnostic Ultrasound System
Ultrasonic Pulsed Doppler Imaging System, 21 CFR 892.1550, 90 IYN
Diagnostic Ultrasound Transducer, 21 CFR 892.1570, 90 TTX
Ultrasonic Pulsed Echo Imaging System., 21 CFR 892.1560, 90 [YO

3. Marketed Device: Aloka SSD-3500 Ver. 7.0 Diagnostic Ultrasound System K060059, (90-I¥YN, ITX, IYQ)
{ A device currently in commercial distribution)

4. Device Description: The SSD-3500 Diagnostic Ultrasound System is a full feature imaging and analysis
system. It consist of a mobile console that provides acquisition, processing and display capability.
The user interface includes a computer type keyboard, specialized controls and a display.

5. Indications for Use: The device is intended for use by a qualified physician for ultrasound evaluation of
Small Parts, Abdominal, Cardiac, Peripheral Vascular, Fetal, Intra-operative, Intra-operative

(Cardiac), Trans-vaginal, Trans-rectal, Gynecological, Pediatric, Laparoscopic, and Neonata!
Cephalic applications.

The device is not indicated for Ophthalmic applications.

6.Comparison w/ Predicate Device:
The Aloka SSD-3500 Ver. 7.8 is technically comparable and substantially equivalent to the
current Aloka SSD-3500 Ver. 7.0 -(K060059). It has the same technological characteristics, key

safety and effectiveness features, and has the same intended uses and basic operating modes as
the predicate device.

Section b):

1. Non-clinical Tests: The device and its transducers have been evaluated for acoustic output, biocompatibility,
cleaning & disinfection effectiveness, electromagnetic compatibility, as well as electrical and
mechanical safety, and have been found to conform with applicable medical device safety

standards.
2. Clinical Tests: None Required.
3. Conclusion: Intended uses and other key features are consistent with traditional clinical practices, FDA

guidelines and established methods of patient examination. The design, development and
quality process of the manufacturer confirms with 21 CFR 820, ISO 9001:2000 and ISO
13485 quality systems. The device conforms to applicable medical device safety standards
and compliance is verified through independent evaluation with ongoing factory

surveillance. Diagnostic ultrasound has accumulated a long history of safe and effectiveness
performance. Therefore, it is the opinion of Aloka Co., Ltd. that the Aloka SSD-3500 Ver. 7.8
Diagnostic Ultrasound System and its transducers are substantially equivalent with respect

to safety and effectiveness to its predicate and other currently cleared Aloka systems.
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/ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

eiygaa Food and Drug Administration

10903 New Hampshire Avenue
Silver Spring, MD 20993

Aloka Co., Ltd. (ALOKA AMERICA)

% Mr. Michael S. Ogunleye

510(k) Program Manager/Medical Lead Auditor o
TUV Rheinland of North America MAY 13 200
12 Commerce Road

NEWTOWN CT 06470

Re: K111227
Trade/Device Name: Aloka SSD-3500 Ver. 7.8 Diagnostic Ultrasound System
Regulation Number: 2] CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 1I
Product Code: IYN, IYO, and ITX
Dated: April 24, 2011
Received: May 2, 2011

Dear Mr. Ogunleye:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments; or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, and
Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls
provisions of the Act. The general controls provisions of the Act include requirements for annual
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against
misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for use
with the Aloka SSD-3500 Ver. 7.8 Diagnostic Ultrasound System, as described in your premarket

notification:

Transducer Model Number

UST-533 UST-676P ASU-1003 UST-5536-7.5
UST-534 UST-677P ASU-1009 UST-5542
UST-535 UST-978-3.5 UST-5268P-5 UST-5546
UST-536 UST-979-3.5 UST-5293-5 UST-5548
UST-568 UST-984-5 UST-5298 UST-5710-7.5
UST-579T-7.5 UST-987-7.5 UST-5299 UST-9101-7.5
UST-670P-5 UST-990-5 UST-5413 UST-9102-3.5

UST-672-5/7.5 UST-995-7.5 UST-5524-7.5 UST-9102U-3.5




UST-9104-5 UST-9123 UST-9128 UST-MC11-8731
UST-9112-5 UST-9124 UST-9133
UST-9121 UST-9127 UST-9136U

If your device is classified (see above) into either class II (Special Controls) or class ITI (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA may publish
further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean that
FDA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Federal agencies. You must comply with all
the Act’s requirements, including, but not limited to: registration and listing (21 CFR Part 807);
labeling (21 CFR Part 801); good manufacturing practice requirements as set forth in the quality
systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product radiation control
provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket notification.
The FDA finding of substantial equivalence of your device to a legally marketed predicate device
results in a classification for your device and thus permits your device to proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please go
to http://www.fda.gov/AboutFDA/CentersOfficessCORH/CDRHOffices/ucm115809.htm for the
Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part 807.97).
For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to http://www.fda gov/MedicalDevices/Safety/ReportaProblem/default.htm for the
CDRH’s Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Shahram Vaczy at (301}
796-6242.

Sincerely Yours,

Mary S. Pastel, Sc.D.

Director

Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



Aloka Co. Litd, Model SSD-3500 Ver. 7.8 510(K)

Indications for Use

510(K) Number (if known): {{ ( L1 2 & 7
Device Name: Aloka SSD-3500 Ver. 7.8

Indications For Use;

The device is intended for use by a qualified
physician for ultrasound evaluation of

Small Parts, Abdominal, Cardiac, Peripheral
Vascular, Fetal, Intra-operative, Intra-
operative (Cardiac), Trans-vaginal, Trans-
rectal, Gynecological, Pediatric, Laparoscopic,
and Neonatal Cephalic applications.

The device is not indicated for Ophthalmic
applications.

Prescription Use___ v AND/OR Over-The Counter Use
(Part 21 CFR 801 Subpart D} (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CORH, Office of Device Evaluation (ODE)

jmﬁ/ﬁ%

{Division Sign-Oftf} _
Division of Radiological Devices
Office of in Vitra Diagnostic Device Evatuation and Safety Pa ge 1 of 1
aox L1123

39



Aloka Co. Ltd.

1.3.1

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form
SSD-3500 Ver. 7.8

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

S10(K)

Modes of operation

Clinical Application A B M | PWD | CWD Color Amplitude Color Combined Other
'‘Doppler Doppler Velocity (specify) | (specify)
Imaging
Opthaimic
Fetal
Abdominal p p P See Below
Intra-operative (specify) P P P See Below
Intra-operative {cardiac) N N N Sec Below
Pediatric P P P See Below
Small Organ (specify) P P P See Below
Neonatal Cephalic P P P See Below
Adult Cephalic
Cardiac P P P See Below
Transesophageal
Transrectal P P P See Below
Transvaginal P P P See Below
Transurethral
Intravascular
Peripheral Vascular P P P See Below
Laparoscopic P P P See Below
Musculo-skeletal
Conventional
Musculo-skeletal Superficial
Other: Gynecological P [P P See Below
N=new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: Mixed mode operation includes: B/M, B/PWD, M/CD, B/C/PWD
Applications: Small Parts-(breast, testes & thyroid..), Intra-operative- (liver, pancreas, gal_l bladder, cardiac....)

FLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109) '

WA‘ /'((mt'ai/CZn/Sign-Oﬁ)

Office of In Vitro Diagnostic Device Evaluation an

510K

Division of Radiological Devices

A 927D

d Satety
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form
UST-533 (K032875)

510(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation

Clinical Application A B M| PWD | CWD Color Amplitude Color Combined | Other (specify)
Doppler Doppler Velocity (specify)
Imaging
Opthalmic
Fetal
Abdominazl
Intraoperative (specify) P P P See Below
Pedistric
Small Organ (specify) P P P See Below

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: BM, B/FWD, M/CD, B/CDPWD
Applications: Small Parts~(breast, testes & thyroid..), Intra-operative- (liver, pancreas, gall bladder...)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

<y Prescription Use (Per 21 CFR 801.109)

___ {Division Slgn-offy
I_)m'sk_)n of Radiotogical Davices
Vitro Diagnostic Device Evaluation and Safety

S10K }j\ 11y 7—')'1

Office of In
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Aloka Co. Ltd.

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Model SSD-3500 Ver, 7.8

Diagnostic Ultrasound Indications for Use Form

UST-534
(K032875)

510(K)

Clinical Application

Modes of operation

CWD

Color
Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined

(specify)

Other
{specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

See Below

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other: Gynecological

N=new indication; P= previously cleared by FDA; E=added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/ICD/PWD.

Applications: Intra-operative- (liver, pancreas, gall bladder,....)
LEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

S Ayt DOH__

{Division Sign-Off)

Division of Radiological Devices
Office of In Viro Diagnostic Device Evaluation and Safety

N2

§10K
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Aloka Co. Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

UST- 535

(K042540, K032875))

516(K})

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Modes of operation

B M| PWD | CWD Color

Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
{specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intra-operative (specify)

See Below

Intra-operative (cardiac)

See Below

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal-

Transurethral

Intravascular

Peripheral Vascular

L.aparoscopic

Muscule-skeletal
Conventional

Musculo-skeletal Superficial

Other: Gynecological

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD,
Applications: Intra-operative- (liver, pancreas, gall bladder... & cardiac)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Z f Q Prescription Use (Per 21 CFR 801.109)
{Divisian SignrOff)

Division of Radiological Devices
QOffice of In Vitro Diagnastic Device Evaluation and Safety

sk AL D 9
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Aloka Co. Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

UST-536
(K060059)

510(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Modes of operation

PWD

CwD Color

Doppler

Amplitude
Velocity

Caolor
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominsl

Intraoperative (specify)

See Below

Pediatric

Small Organ (specify)

See Below

Neonatzal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N=new indication; P= previously cleared by FDA; E= added under Appendix B

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.
Applications: Applications: Small Parts-(breast, testes & thyroid..), Intra-operative- (liver, pancreas, gall bladder...)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

/

(DMiion Sign-Otf) !

Division of Radiological Devices
Office"of In Vitro Diagnostic Device Evaluation and Safety

510K

AL 227

44

Prescription Use (Per 2! CFR 801.109)




Aloka Co. Ltd,

Mode! SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

UST-568
(K003739)

510(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as foltows:

Modes of operation

Clinical Application A

B M i PWD | CWD Color

Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

See Below

Pediatric

Small Organ (specify)

See Below

Neonatal Cephalic

Adult Cephalic

Cardiac

{ransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

See Below

Laparescopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N=new indication; P= previously cleared by FDA; E=added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.

Applications: Applications: Small Parts-(breast, testes & thyroid..), Intra-operative- (liver, pancreas, gall bladder....)_

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

et d DPU.

. (Division Sign-Off)

] Division of Radioiogical Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

sox LA 111D BN
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Aloka Co, Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

UST-579T-7.5

(K963616)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

510(K)

Clinical Application

Modes of operation

CWD

Color
Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Sec Below

Pediatric

Small Organ (specify)

See Below

Neonatal Cephalic

Adault Cephalic

Cardiac

{'ransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

See Below

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.

Applications: Applications: Small Parts-(breast, testes & thyroid..), Intra-operative- (liver, pancreas, gall bladder...)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

510K ]/\\H 39

Prescription Use (Per 21 CFR 801.109)

; {Divisicn Sign-Off) ; ?

. Division of Radickogical Devices
Cffice of In Vitro Diagniostic Device Evaluation and Safety

46

Concurrence of CDRH, Office of Device Evaluation (ODE)




Aloka Co. Ltd. Modet SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-670P-5
(K954022)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Maodes of operation

Clinical Application A B M | PWD | CWD Color Amplitnde Color Combined Other
Doppler Velocity Velocity (specify) | (specify)
Imaging
Opthalmic
Fetal
Abdominal

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

[ransesophageal

Transrectal P P P See Below

Transvaginal P p P See Below

Transurethral

Infravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E=added under Appendix E
Additional Comments: Combined includes- BM, B/AWD, M/CD, B/CD/PWD.

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

%Wi)%

{Division SigriOtf) -~
Division of Radiclogical Devices
Office of in Vitro Diagnostic Device Evaluation and Safety

510K )/\1 1R
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Aloka Co. Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form
UST-672-5/7.5
(K992663)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

510(K)

Clinical Application

Modes of operation

CWD

Color
Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Il
Other

(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

{ransesophageal

Transrectal

Sce Below

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other:

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, BPWD, M/CD, B/CD/PWD.

(PLEASE DO NOT WRITE BELQW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

!
7 (Divisiod Sign-Off)

Division of Radiclogical Devicr_es
Office of In Vitre Diagnostic Device Evaluation and Safety
ek 1119927
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Aloka Co. Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

UST-676P
(K023996)

510(K)

. Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Applfication

Modes of operation

B M| PWD | CWD Color

Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Other
{specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Pediatric

(| Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

I'ransesophageal

Transrecta}

See Below

Transvaginal

See Below

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Mousculo-skeletal Superficial

Other: Gynecological

N= new indication; P= previously cleared by FDA; E=added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD,

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

e dd DI

4

(Division Sign-Off)

L4

_ Division of Radiclogical Devices
Office of in Vitro Diagnostic Device Evaluation and Safety

510K V\\\lg’;);\
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form
UST-677P
(K060059)

510(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Modes of operation

PWD

CWD

Color
Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdoeminal

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

I'ransesophageal

Transrectal

See Below

Transvaginal

Sece Below

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other: Gynecological

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE [F NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

S d s D O

(Dwision Sigr-Off) 4
Division of Radiological Devices
Office of In Vitro Diagnestic Device Evaluation and Sefety

sk D111 9910

50




Aloka Co. Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

UST-978-3.5

(K963616)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

510(K)

Modes of operation

Clinical Application M| PWD | CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) | (specify)
Imaging

Opthalmic

Fetal

Abdominal P P See Below

Intraoperative (specify)

Pediatric P P See Below

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E=added under Appendix E

Additional Comments: Combined includes: BM, B/PWD, M/CD, B/CD/PWD.
LEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

Pndad D 972’,_,

" (Division Sign-Offy 4
Division of Radiological Devices
Oftice of In Vitro Diagnostic Device Evaluation and Safety

510K J}\\\\DQ#\ 51




Aloka Co. Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

UST-979-3.5

(K963616)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

S10(K)

Modes of operation

Clinical Application A B M | PWD

CwD

Color
Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined

(specify)

Other
(specify)

Opthalmic

Fetal P P

Abdominal P P

See Below

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

fransesophageal

Transrectal

Transvaginal

_Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other: Gynecological P P

P

See Below

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.

LEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED

Corcurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

M /71,74 -
(Division Sign-Off)

Division of Radiclogical Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

sk A1 227
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-984-5

(K972465)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation

Clinical Application A B M | PWD | CWD Color Amplitude Color Combined Other
Doppler Velocity Velocity (specify) (specify)
Imaging
Opthalmic
Fetal P P P See Below
Abdominal

Intraoperative (specify)

Pediatric

Smali Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

fransesophageal

Transrectal

Transvaginal p P P See Below

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Mausculo-skeletal
Conventional

Musculo-skeletal Superficial

Other: Gynecological P P P See Below

N=new indication; P= previously cleared by FDA; E=added under Appendix E
Additional Comments: Combined includes: BM, B/PWD, M/CD, B/CD/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR. 801.109)
) {Divsior Sign:

Division of Radiological Devices
Office of in Vitro Diagnostic Device Evaiuation and Safety

510K };\H\‘DQ‘V 83




Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-987-7.5

(K992663)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Maodes of operation

Clinical Application A B M| PWD | CWD Color Amplitude Color Combined
Doppler Velocity Yelocity (specify)
Imaging

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify) P P P See Below

Pediatric

Small Organ (specify)

Neonatal Cephalic P P P See Below

Adult Cephalic

Cardiac

Transesophageal

Transrectal

‘Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N=new indication; P= previously cleared by FDA; E= added under Appendix E
* Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.
Applications: Intra-operative- (liver, pancreas, gall bladder...)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

( Prescription Use (Per 21 CFR 801,109)

{Divisibn Sigr-Cfm ’
Division of Radiclogical Devices
Office of in Vitro Diagnostic Device Evaluation and Safety

510K At 22

54




Aloka Co. Ltd.

(K003739)

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form
UST-990-5

510(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: -

Modes of operation

Clinical Application

A

M

PWD

CwD

Color
Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

See Below

Abdominal

Sec Below

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adul¢t Cephalic.

Cardiac- Pediatric

rransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other: Gynecological

P

P

P

See Below

N=new indication; P= previously cleared by FDA; E=added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Offy

Division of Radiclogical Devices

Cffice of n Vitro Diagnostic Device Evaluation and Sefety

55

Prescription Use (Per 21 CFR 801.109)
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Aloka Co. Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

UST-995-7:5
(K992663)

510(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Modes of operation

PWD | CWD Color
Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

See Below

Pediatric

Smalt Organ (specify)

See Below

Neonatal Cephalic

Adult Cephalic

Cardiac

[ransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

See Below

Laparoscopic

Musculo-skeletsl
Conventionsgl

Musculo-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E=added under Appendix E

Additional Comments: Combined includes: B/M, 8/PWD, M/CD, B/CL/PWD.
Applications: Intra-operative- (liver, pancreas, gall bladder...)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

; iDivision Sigé é

Division of Radiotogical Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

510K h BRI

(
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Aloka Co. Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form
ASU-1003
(K020668)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

510(K)

Modes of operation

Clinical Application A

B M

PWD

CWD

- Color
Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

See Below

Abdominal

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Pediatric)

{ransesophageal

Transrectal

Transvaginal

See Below

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other: Gynecological

P P

p

See Below

N=new indication; P= previously cleared by FDA; E=added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
: Concurrence of CDRH, Office of Device Evaluation (ODE)

ﬁm/ﬂ///)m

{Division Sign-Offy

Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

S10K }/\ RSN

57

Prescription Use (Per 21 CFR 801.109)




Aloka Co. Ltd.

ASU-10609
(K060059)

Medel SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

510(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation

Clinical Application A B M | PWD

CWD

Color
Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Feta} P P P

See Below

Abdominal

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

fransesophageal

Transrectal

Transvaginal P P P

Sce Below

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other: Gynecological P P P

See Below

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

vd A 1D EWe

(Division Sign-Off)
Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

A1 D21
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Aloka Co. Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

UST-5268P-5

(K992663)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

510(K)

Clinical Application

Modes of operation

CWD

Color
Doppler

Amplitude
Velocity

Coler
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intra-operative (specify)

See Below

Pediatric

Small Organ (specify)

Neonata) Cephalic

Adulit Cephalic

Cardiac (Neonratal)

Transesophageal

Transrectal

Transvaginal

Transurethral

Infravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficizl

Other:

N=new indication; P= previously cleared by FDA; E=added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/ICD/PWD,
Intra-operative application: (liver, pancreas, gall bladder...)

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Prescription Use (Per 21 CFR 801.109)

ndd D DM

(Divisian Sign-Ot)

[ 4

Division of Radiclogical Devices
Ottice of In Vitro Disgnostic Device Evaluation anc Satety

oo AL 227

59

Concurrence of CDRH, Office of Device Evaluation (ODE)




Aloka Co. Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

UST-5293-5

(K003739)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

510(K)

Clinical Application

Modes of operation

M | PWD

Cwp

Color
Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

See Below

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Mousculo-skeletal
Conventional

Muscuto-skeletal Superficial

Other:

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: BM, B/PWD, M/CD, B/CD/PWD.,

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

!

I At

(Division Sign-O
. Division of Radiologionl Devices
Office of In Vitro Diagnostic Davige Evaluation and Safaty

510K J"«\Hm—\ 60




Aloka Co. Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form
' UST-5298
(K003739)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

S510(K)

Modes of operation

Clinical Application A

PWD

CWD

Color
Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Pediatric

See Below

Smali Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

See Below

(ransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CT/PWD.

LEASE DO NOT WRITE BEL.OW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED

Aot 1)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

v

DK

(Division Sign-Otf)

Divislon of Radlological Devices
Cffice of in Vitiro Diagnostic Device Evaluation and Safety

sk A1 927
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Aloka Co. Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

UST-5299
(K003739)

510(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Modes of operation

B M| PWD | CWD Color

Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Other
{specify)

Opthalmic

Fetal

Abdominal

Intraoperative {specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

See Below

fransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E=added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.

PLEASE DO NOT WRITE BELOW THIS LINE - CONT[N’UE ON ANOTHER PAGE [F NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

mweny, -

{Division Sign-Gi)

Division of Aadiclagient Devicea
Office of in Vitro Diagrostik Device Bvaluation and Safoty

sk A VL D)
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Aloka Co. Ltd.

Model S§D-3500 Ver, 7.8 SI(K)

Diagnostic Ultrasound Indications for Use Form
UST-5413

(K992663)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Modes of operation

PWD

CwD

Color
Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify}

Pediatric

Small Organ (specify)

See Below

Neonatal Cephalic

Aduit Cephalic

Cardiac (Neonatal)

{ransesophageat

Transrectal

Transvaginat

Transurethral

Intravascular

Peripheral Vascular

See Below

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined inchades: B/M, B/PWD, M/CD, B/CD/PWD.

Applications: Small Parts-(breast, testes & thyroid..),
PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)
) Prescription Use (Per 21 CFR 801.109)

Mm Sign-OH) v

Division of Radiological Cewces
Office of in Vitro Diagnostic Device Evaluation and Salety

s AL D31
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Aloka Co. Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

UST-5524-7.5

(K963616)

510(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Modes of operation

A B { M| PWD | CWD Color
Doppler

Amplitude
Yelocity

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Pediatric

Small Organ (specify)

See Below

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

See Below

Laparoscopic

Mausculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N=new indication; P= previously cleared by FDA; E=added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.
Applications: Small Parts~(breast, testes & thyroid..),

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

ikt D) Dl

(Division Sign-Offy

Division of Radiclogical Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

s NN 297
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Aloka Co. Litd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-5536-7.5

(K992663)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application A B M | PWD | CWD Color Amplitude Color Combined
Doppler Velocity Velocity (specify)

Modes of operation

Imaging

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify) P P P See Below

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

[ransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic P P P See Below

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.
Applications: Intra-operative- (liver, pancreas, gall bladder...)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

hdot D )

{Division Sign-Ot
Division of Radiological Devie
_ : 2
Office of in Vitro Diagnostic Device Evaduaﬁ:n and Safety

510K )A\H 'DQ“\
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Aloka Co. Ltd.

UST-5542
. (K003739)

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

510(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation

Clinica! Application A B

M

PWD

CwWD

Color
Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Pediatric

Small Organ (specify) P

See Below

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular P

See Below

Laparoscopic

Musculo-skeletal

Conventional

Musculo-skeletal Superficial

Other:

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD,
Applications: Small Parts-(breast, testes & thyroid..),

PLEASE DO NOT WRITE BEL OW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)

Office of In Vitro Diagnostic Device Evaluation and Safety

(Division Sign-OH)
Division of Radiclogical Devices

siok_2ALL) 397

66

Prescription Use (Per 21 CFR 801.109)
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form
UST-5546 '
(K023996)

510(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Modes of operation

PWD

CwWD

Color
Doppler

Amplitude
Velocity

~Color
Velocity
Imaging

Combined

(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Pediatric

Small Organ (specify)

See Below

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

[ransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

See Below

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N=new indication; P= previously cleared by FDA; E=added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/ICD/PWD),
Applications: Small Parts-(breast, testes & thyroid..),

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

I AADEY

{Division Sign-Off) 7

. pivisicn of Radiviogical Devices
Office of In Vitre Diagnostic Device Evaluation and Safety

smk_l/\ ] | DA
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Aloka Co. Ltd.

Model SSD-3500 Ver, 7.8

Diagnostic Ultrasound Indications for Use Form

UST-5548
(K032875)

SH(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation

Clinical Application A B M | PWD

CWD

Color
Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominasl

Intraoperative (specify)

Pediatric

Small Organ (specify) P P P

See Below

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

Cransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular P P P

See Below

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.

Applications: Small Parts<(breast, testes & thyroid..),

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED[

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

’ ; (Division Jig n-Otf}

_ Division of Radiclogical Devices
Office of In Vitro Diagnostic Device Evaluation and Satety

510K )j\\\l’a'aj
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Aloka Co. Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

UST-5710-7.5

(K003739)

S10(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Modes of operation

B M | PWD | CWD Color

Deoppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Other
{specify)

Opthalmic

Fetal

Abdominal

Intraoperative {specify)

Pediatric

Small Organ (specify)

See Below

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscepic

Musculo-skeletal
Conventional

Musculo-skeletal Superficigl

Other:

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/AWD, M/CD, B/CD/PWD.
Applications: Small Parts-(breast, testes & thyroid..), ‘
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

Juted P Tl

{Grvikion S oY

_ Division of Radiological Devices
Office of in Vitro Diagnostic Device Evajuation and Safety

810K Jx\\l\ 23N
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Aloka Co. Ltd.

Model SSD-35G0 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

- UST-9101-7.5
(K003739)

S10(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation

Clinical Application B M [ PWD | CWD | Celor Anplitude Color Combined Other

Doppler Velocity Velocity (specify) | (specify)
Imaging

Opthalmic

Fetal

Abdominal P P P See Below

Intraoperative {specify)

Pediatric P P P See Below

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

Transesophageal

Transrectal

Transvaginat

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skelfetal
Conventicnal

Mausculo-skeletal Superficial

Other:

N=new indication; P= previously cleared by FDA; E=added under Appendix E

Additional Comments: Combined includes: BM, B/PWD, M/CD, B/CD/PWD.

{PLEASE DO NOT WRITE BEL.OW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

{Division

n-Off)

Division of Radiotogical Devices
Alice of in Vitro Diagnostic Davice Evaluation and Safety

vk NI D727
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Aloka Co. Ltd.

- Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

UST-9102-3.5

(K012253)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

510(K)

Clinica!l Application

Modes of operation

M | PWD

CWD

Color
Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

See Below

Intraoperative (specify)

Pediatric

See Below

Small Organ (specify)

Neonatal Cephalic

Aduit Cephalic

Cardiac (Neonatal)

Fransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E=added under Appendix E

Additional Comments: Combined includes: BM, B/AWD, M/CD, B/CD/PWD.

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED

Prescription Use (Per 21 CFR 801.109)

gl At ) XK.

{Division Sign-Ot)
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaiugticn and Safety

s YA 3O

7

Concurrence of CDRH, Office of Device Evaluation (ODE)




Aloka Co. Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

UST-9102U-3.5

(K012253)

S10(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Modes of operation

PWD | CWD Cotor
Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
. (specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

See Below

Intraoperative (specify)

Pediatric

See Below

Small Organ (specify)

Neonatal Cephaslic

Adult Cephalic

Cardiac (Neonatal)

fransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Mousculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

»

; ;' (Divisign Sign-Off) ;

Division of Radiclegical Devices
Office of in Vitro Diagnostic Device Evaluation and Safety

s D111 2271
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Aloka Co. Ltd.

Model SSD-3500 Ver. 7.8

- Diagnostic Ultrasound Indications for Use Form

UST-9104-5

(K003739)

510(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Modes of operation

A B | M| PWD | CWD Color
Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Other
{specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify}

See Below

Pediatric

Small Organ (specify)

Neonatal Cephalic

See Below

Adult Cephalic

Cardiac (Neonatal)

{ransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined inchides: BM, 8/PWD, M/CD, B/ICD/PWD.
Applications: Intra-operative- (liver, pancreas, gall bladder...)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Dwision Sign-Ot)

Division of Radiological Devices
Office of in Vitro Diagnostic Device Evaluation and Safety

MNih 2271

510K
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Prescription Use (Per 21 CFR 801.109)
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Aloka Co. Litd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

UST-9112-5
(K012253)

510(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Modes of operation

PWD

Color Amplitude
Doppler Velocity

Cotor
Yelocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

See Below

Abdominal

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

[ransesophageal

Transrectal

Transvaginal

See Below

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other: Gynecological

P

P

P

Sec Below

N= new indication; P= previously cleared by FDA; E=~ added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

/
{Division Sygn-Otf)

Division of Radiological Devices
Oftice of In Vitro Biagnostic Device Evaluation ana Safety

e AN 2@

Prescription Use (Per 21 CFR 801.109)
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Aloka Co. Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use
UST-9121
(K003739)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as foliows:

Form

510(K)

Modes of operation
Clinical Application B M| PWD | CWD Color Amplitude Color Combined Other
Doppler Velocity Velocity (specify) (specify)
Imaging
Opthalmic
Fetal
Abdominal P P P

See Below

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

iransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N=new indication; P= previously cleared by FDA; E=added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Prescription Use (Per 21 CFR 801.109)

et DEH

/

(Division Sign-Off)

. Division of Radiological Devices
Office of In Vitro Diagrostic Device Evaluation ang Safety

s A1) 9977
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Concurrence of CDRH, Office of Device Evaluation (ODE)




Aloka Co. Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form
UST-9123
(K003739)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

510(K)

Clinical Application

Modes of operation

PWD

CWD

Color
Doppler

Amplitnde
Velocity

Color
Yelocity
Imaging

Combined
(specify)

Other
{specify)

Opthalmic

Fetal

See Below

Abdominat

See Below

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephatlic

Cardiac (Neonatal)

{ransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other: Gynecological

P

P

P

See Below

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD,

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

n

{Division Sign-Off)

_ Divisicn of Radivlogical Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

s 111290
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Prescription Use (Per 21 CFR 801.109)
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Aloka Co. Ltd.

UST-9124
(K003739)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

510(K)

Clinical Application

Modes of operation

CwD

Color
Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Sce Below

Abdeminal

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

i'ransesophageal

Transrectal

Transvaginal

See Below

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other: Gynecological

P

P P

See Below

N=new indication; P= previously cleared by FDA; E=added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CLY/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

Al [

{Diviston Sign-Of™

/%

Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

o AN 237
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Aloka Co. Ltd. Model SSD-3500 Ver, 7.8 S10(K)

Diagnostic Ultrasound Indications for Use Form
UST-9127
(K060059)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation

Clinical Application A B M| PWD | CWD Color Amplitude Color Combined Other
Doppler Yelocity Velocity (specify) (specify)
Imaging
Opthalmic
Fetal P P P See Below
Abdominal P P P See Below

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

I'ransesophageal

Transrectal

Transvaginazl

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other: Gynecological P p P See Below

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

Sptot ) T

(Division Sign-Of)
Division of Radiclogical Devices
Office of in Vitro Diagnostic Device Evaluation and Safety

s A MR
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Aloka Ce. Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form
UST-9128
(K032875)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

S10(K)

Modes of operation

Clinical Application A B | M| PWD | CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) | (specify)
Imaging

Opthaimic

Fetal

Abdominal P P P See Below

Intraoperative (specify)

Pediatric P P P See Below

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

I'ransesophageal

Transrectal

Transvaginal

‘Fransurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventicnal

Musculo-skeletal Superficial

Other:

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)

’

Lot D DM

A’I/IA
Yy

{Division Sign-Off)
Division of Radiological Devices

Office of kn Vitrs Diagnostic Device Evaluation and Safety

510K

A9
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Prescription Use (Per 21 CFR 801.109)




Aloka Co, Litd,

Model SSD-3500 Ver, 7.8

Diagnostic Ultrasound Indications for Use Form

UST-9133
(K060059)

510(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clirical Application

Modes of operation

PWD | CWD Color

Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

See Below

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

I'ransesophageal

Transrectal

Transvaginal

Al Transurethral

Intravascular

Peripheral Vascular

Laparescopic

Musculo-skeletal
Conventional

Mousculo-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.
Applications: Intra-operative- (liver, pancreas, gall bladder...)

LEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

Wyt DR

(Drision Sign-Ot)

Division of Radiological Devices

Office of In Vitro Diagnostic Device

NN QR

Evaluation and Satety

510K
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Aloka Co. Ltd.

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

UST-9136U
(K043196)

S510(K}

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinieal Application

Modes of operation

PWD | CWD Color
Doppler

Amplitude
Velocity

Coler
Velocity
Imaging

Combined
(specify)

Other
(specify)

Opthalmic

Fetal

See Below

Abdominal

See Below

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

i'ransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Mousculo-skeletal
Conventional

Musculo-skeletal Superficial

Other: Gynecological

E

E

E

Sce Below

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

ﬂ?ﬂ/ﬁ/ﬁm

{Division SKN-Of)

Division of Radiological Devices
Office of in Vitro Diagnostic Device Evaluation and Safety

510K V\\\ 'QQ’W
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Aloka Co, Litd,

Model SSD-3500 Ver. 7.8

Diagnostic Ultrasound Indications for Use Form

UST-MC11-8731

(K032875)

510(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Modes of operation

B M| PWD | CWD Color

Doppler

Amplitude
Velocity

Color
Velocity
Imaging

Combined

(specify)

Other
(specify)

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

See Below

Pediatric

Smali Organ (specify)

See Below

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

T'ransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

See Below

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.

Applications: Small Parts-(breast, testes & thyroid..), Intra-operative- (liver, pancreas, gall bladder...)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

{Division Sign-Off)
Division of Radiclogical Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

AL D2
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